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Amendments to the Claims 

The following listing of claims will replace all prior versions and listings of claims in the 
application. 

1. (Currently amended) A film coating composition suitable for use in coating pharmaceutical 
formulation s, wherein the composition comprises [comprising] a dispersion comprising: 

a) an ethyl acrylate/methvl methacrvlate copolymer: [acrylic polym e r, which is Eudragit 
NESOD] 

b) an anti-sticking agent, which is glyceryl monostearate (CMS); 

c) a surface active agents wherein the surface active agent is present in an amount less than 
1.3 % by weight of the dispersion; [J and 

d) a water-containing liquid, 

wherein the dispersion does not contain a vinyl acetate polymer. 

2. (Currently amended) A film coat covering a pharmaceutical core^ wherein the core comprises 
a pharmacologically active ingredient and optionally one or more pharmaceutically acceptable 
excipients . and wherein the film coat comprises: 

a) an ethyl acrvlate/methvl methacrvlate copolymer: [acrylic polym e r, which is Eudragit 
NE30D] 

b) an anti-sticking agent, which is glyceryl monostearate (GMS) ; and 

c) a surface active agent, wherein the surface active agent is present in [^] an amoimt of less 
than 5.4 % by weight of the weight of the film coat, and 

wherein the fihn coat has been deposited on the pharmaceutical core fi-om a water-containing 
liquid and does not contain a vinyl acetate polymer. 

3. (Currently amended) A pharmaceutical formulation comprising: 

a) a pharmaceutical core comprising a pharmacologically active ingredient and 
optionally one or more pharmaceutically acceptable excipients, and 
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b) a film coat [oompriGing:] covering the pharmaceutical core, wherein the film coat 
comprises: 



Eudragit NE30D ] 

ii) an anti-sticking agent, which is glyceryl monostearate (GMS); [,] and 

iii) a surface active agent, wherein the surface active agent is present in [^] an 
amoimt of less than 5.4 % by weight of the weight of the film coat, and 

wherein the fihn coat has been deposited on the pharmaceutical core fi-om a water-containing 
liquid and does not contain a vinyl acetate polymer. 

4. (Currently amended) A pharmaceutical formulation comprising [a pharmacologically active 
ingr e dient which is provid e d in ] a plurality of beads containing a pharmacologicallv active 
ingredient and optionallv [which optionally contain ] one or more pharmaceutically acceptable 
excipients^ wherein each of the beads is coated with a film coat comprising: [as d e fin e d in 
claim 2] 

a) an ethyl acrylate/methvl methacrvlate copolymer: 

b) an anti-sticking agent, which is glyceryl monostearate (GMS): and 

c) a surface active agent, wherein the surface active agent is present in an amount of less 
than 5.4 % by weight of the weight of the fihn coat, and 

wherein the fihn coat has been deposited on the beads from a water-containing liquid and does 
not contain a vinyl acetate polymer . 

5. (Currently amended) [A] The formulation according to [ eith e r claims 3 or 4] claim 3 or 4, 
wherein the formulation is a modified release formulation. 

6. (Currently amended) [A] The formulation according to [ any on e of claims 3, 4 or 5 ] claim 5, 
wherein the pharmacologically active ingredient has activity in the treatment of cardiovascular 
diseases. 



an ethyl acrylate/methvl methacrvlate copolymer: [acrylic polym e r, which is 
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7. (Currently amended) [A] The formulation according to claim 6 . wherein [in which] the 
pharmacologically active ingredient is a beta-blocking adrenergic agent. 

8. (Currently amended) [A] The formulation according to claim 7 . wherein [in which] the 
pharmacologically active ingredient is metoprolol or a pharmaceutically acceptable salt thereof. 

9. (Currently amended) [A] ITie formulation according to claim 8 . wherein [in which] the 
metoprolol salt is a tartrate, succinate, fumarate^ or benzoate salt . 

10. (Currently amended) [A] The composition as claimed in claim 1^ wherein the liquid is water. 

11. (Currently amended) A process for the preparation of a fibn coating composition according 
to claim 1 . the process comprising mixing together the [acrylic polym e r disp e rsion,] ethyl 
acrvlate/methvl methacrvlate copolvmen the anti-sticking agent, the surface active agent, and the 
Uquid at a temperature in the range of 10 to lOO^C to form a dispersion . 

12. (Currently amended) A process [to pr e par e a] for the preparation of a pharmaceutical 
formulation as claimed in [claims 3 to 9] claim 3. comprising coating the pharmaceutical core 
with a film coating composition^ [as d e fin e d in claim l] wherein the composition comprises a 
dispersion comprising: 

a^ an ethvl acrvlate/methvl methacrvlate copolymer: 

b^ an anti-sticking agent, which is glyceryl monostearate (GMS): 

c) a surface active agent wherein the surface active agent is present in an amount less than 

1.3 % by weight of the dispersion; and 

d) a water-containing liquid, and 

wherein the dispersion does not contain a vinyl acetate polymer . 

13. (Currently amended) A process [to prepar e a] for the preparation of a pharmaceutical 
formulatio n according to claim 4. the process [formulation as claim e d in claims 3 to 9] 
comprising coating each of the plurality of beads with a fihn coating composition^ [as defined in 
claim l] wherein the composition comprises a dispersion comprising: 
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a) an ethvl acrvlate/methvl methacrvlate copolymer: 

b) an anti-sticking agent, which is glyceryl monostearate (GMS): 

c) a surface active agent wherein the surface active agent is present in an amount less than 
1 .3 % by weight of the dispersion: and 

d) a water-containing liquid, and 

wherein the dispersion does not contain a vinyl acetate polymer . 

14. (New) The fihn coating composition according to claim 1, wherein the ethyl acrylate/methyl 

® 

methacrylate copolymer is Eudragit NE30D. 

15. (New) The film coat according to claim 2, wherein the ethyl acrylate/methyl methacrylate 

® 

copolymer is Eudragit NE30D. 

16. (New) The pharmaceutical composition according to claim 3, wherein the ethyl 

® 

acrylate/methyl methacrylate copolymer is Eudragit NE30D. 
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